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muterial, including aloes and ergot, and essential oils such as oil of pennyroyal ;
that the capsules consisted essentially of ergot alkaloids, aloin, oil of savin, and
apiol ; and that the ampuls contained solution of posterior pituitary. . = ..

NATURE OF CHARGE:  Misbranding, Section 502 (f) (1), the labeling of the article
failed to 'bear. adequate directions for use since it failed to state why the
article was to be used; and, Section 502 (f) (2), the labeling failed to bear
adequate warnings against use of the article in those pathological conditions.
wherein its use may be dangerous to health since the statement appearing in a
circular, “Ampuls should not be used in cases of nephritis, myocarditis, arteri-'
osclerosis, and -threatened rupture of the uterus,” was not a warning that would .
adequately inform the user that the contents of the ampul ‘should not be used
in cases of Kidney disease, heart disease, high blood ‘pressure, ‘or hardening of
the arferies. S : L

DisposiTION : June 26, 1946. - The Hassenstein Co. having consented to the entry
of a decree, judgment of condemnation was entered and the. product was
ordered destroyed. ’ : o :

1909. Misbraﬁding of estrogenic hormone. U. S. v, 48 Vials of Estrogenic
_ . Hormone. Default decree of forfeiture and destruction. (F. D. C. No.
19363. Sample No. 52625-H.) ’ )

LiBer Firep: March 20,1946, Southérn District of Indiana. S , :
ALIEGED SHIPMENT: On or about November 28, 1945, by International Hormones,
-Inc., from Brooklyn, N, Y. i S
Propucr: 48 unlabeled vials of estrogenic hormone at Indianapolis, Ind. The
vials were packed in a labeled carton. No written agreement existed between
the shipper and the consignee as to the labeling of the product. - : . :
LaBer, 1N Parr: (Carton) “Estrogenic Hormone 10,000 I. U./cc’ Corn Oil
50-30 ce vials 149 Chlorbutanol.” ) ' L
NATURE oF CHARGE: Misbranding, Section 502 (e) (2), the. article was fabri-
cated from two or more ingredients and -its label failed to bear the common
or usual name of each active ingredient, since the designation “Estrogenic
Hormone,” borne on’ the carton, is not the specific name of any particular
substance but is a generic name for a class of substances. o
Further misbranding, Section 502 (b) ( 1), the article failed to bear a label
containing the name and place of business of the manufacturer, packer, or
distributor; Section 502 (b) (2), it failed to bear an accurate statement of the
quantity of the contents; and, Section 502 (f) (1), its labeling failed to bear
adequate directions for use. - S
D1sSPOSITION : May 18, 1946. No claimant having appeared, judgment of for-
felture was entered and the product was ordered destroyed. '

DRUGS AND DEVICES ACTIONABLE BECAUSE OF DEVIATION FROM
- OFFICIAL OR OWN STANDARDS* .

1910. Adulteration of Hyposols Liv-Vi-B, Hyposols Liver Solntion U. S. P., and
- . Hyposols Sulisocol. U. S. v, The Drug Products Co., Ine., Joseph H. Moss,

and George E. Hickey. Pleas of guilty. Corporation fined $750; Joseph

H. Moss fined $450; and George E. Hickey fined $750 and sentenced to
\:é.goclla{[s; imprisonment. (F. D, C. No. 17787, Sample Nos. 82095—F, 82972-F,
INrFORMATION FILED: March 6, 1946, Eastern District of New York, against the
*  Drug Products Co., Inc., a corporation, Long Island City, N. Y., Joseph H,

Moss, president, and George E. Hickey, vice president, of the corporation.
AILEGED SHIPMENT: On or about August 25 and October 12 and 13, 1944, from
the State of New York into the State of New Jersey. T ’
LaBEL, 1IN PART: “Hyposols * * * Liv-Vi-B * * = Inject Intramuscu-

larly,” “Hyposols Liver Solution U. 8. P. * #* =* (injectable),” or “Hypo-
sols Sulisocol * * * Intravenous—Intramuscular.” S .
NATURE oF CHARGE: Liv-Vi-B and Sulisocol. Adulteration, Section 501 (c¢),
the purity and quality of the articles fell below that which they purported
and were represented to possess. The Liv-Vi-B purported and was repre- -
sented -to be suitable and appropriate for intramuscular injection, and the .
Suligocol purported and was represented to be suitable for intramuscular and
intravenous injection, which uses require sterile products. The articles were
not suitable and appropriate for the purposes claimed since they were not
Sterile but were contaminated with living micro-organisms.

*See also No. 1904.
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Liver Solution U. 8. P. Adulteration, Section 501 (b), the article purported
to be and was represented as liver injection, a name recognized in the United
States Pharmacopoeia, but its quality and purity fell below the official stand-
ard. The Pharmacopoeia provides that liver injection shall conform to
the requirements of the test for sterility of liquids set forth therein, whereas
the article did not conform to such requirements but was contaminated with
living micro-organisms.

Disposirion: May 8, 1946. Pleas of guilty having been entered, the corpora-
tion was' fined $750 Joseph H. Moss was fined $450; and George E. chkey
was fined $750 and was sentenced to 30 days in jail.

1911, Adulteration of anterior pituitary and ovarian extract. U. 8. v. § Vials
of Anterior Pituitary and 7 Vials of Ovarian Extract. Default decree
G{g ;fﬁt}f?naﬂon and destruction. (F.D. C No. 15364 Sample Nos. 16512-H,

LiBer. FrLEp: March 19 1945, Northern District of Illinois.

ALLEGED SHIPMENT : On or about-August 30 and December 12, 1944, by the
Torigian Laboratories, from New, York, N. Y.

Propucr: 5 30-cc. vials of anterior pituitary and 7 30-cc. vials of ovarian
extract at Chicago, Il

NATURE oF CHARGE: Adulteration, Section 501 (c), the purity and quality of
the articles fell below that which they purported to possess, in that they were
offered for intramuscular injection and were not sterile but were contaminated
with living, spore-forming bacteria which rendered them unsuitable and
unsafe for intramuscular injection.

DisposiTioN: June 14, 1945. No claimant having appeared, Judgment of con- -
demnation was entered and the: products were ordered destroyed.

1912, Adulteration of Pyoamide and Coll-Thiol. U, S. v. 47 Ampuls of Pyoamide
’ and 19 Vials of Coll-Thiol. Default decree of condemnation and destruc-
ton. (F.D. C. No. 20059. Sample Nos. 45044—H, 45046-H.)

LiserL Foep: June 10, 1946, Southern District of California.
ALLEGED SHIPMENT: On or about May 18, 1945, and January 28, 1946 by the
Intra Products Co., from Denver, Colo.

PBgD}I(fYI‘: 47 ampuls of Pyoamide and 19 vials of -Coll-Thiol at Los Angeles,
alif, . :

Naturm oF CHARGE: Adulteration, Section 501 (¢), the purity and quality of
the articles fell below that which they purported to possess since they purported
to be for intravenous use and contained undissolved material, whereas an
article which purports to be for intravenous use should be free from undis-
solved material.

DysposiTioN: July 12, 1946. No claimant having appeared, judgment of con-
demnation was entered and the products were ordered destroyed.

1913. Adultieration of Novisyn and epinephrine hydrochloride solution. U. S; v.
28 Boxes of Novisyn and 84 Vials of Epinephrine Hydrochloride Solution.
Default decree of condemnation and destruction. (F. D. C. No. 19834.
Sample Nos. 45735-H, 45736-H.)

LmeL Foep: May 6, 1946, Northern District of Cahforma

ALLEGED SHIPMENT: On or about May 1, 1945, and January 19, 1946, by the S. E.
Massengill Co., from Bristol, Va.

Propucr: 28 boxes, each containing 50 ampuls, of Novisyn and 84 vials of epme—
phrine hydrochloride solution at San Francisco, Calif.

LaABEL, IN PART: “Novisyn * *# For Intramuscular or Intravenous Ad-
ministration,” and *“Solution Epinephrine Hydrochloride * * * For Sub-
cutaneous, Intramuseular or Intracard1a1 administration.”

NATURE OF CHARGE: Novisyn. Adulteratwn Section 501 (c), the quality of the
article fell below that which it purported and was represented to possess since
it contained undissolved material, whereas an article which is represented for
intramuscular or intravenous admlmstratlon should be free from undissolved
material.

Epinephrine Hydrochloride Solution. Adulteration, Section 501 (b), the arti-
cle purported to be and was represented as epinephrine hydrochloride injection,
a drug the name of which is recognized in the United States Pharmacopoeia, an
official compendium, but its quality and purity fell below the official standard
since it was contaminated with undissolved material.



